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DETAILED ACTION 

Status of Claims 

1 . Claims 68-70 are pending in this application. Claims 1-67 and 71-80 have been 
cancelled. Due to the prior art search not running to completion in the previous action, 
the following action will be a non-final action. This action is in response to the 
applicants' amendment after a non-final and reply filed on January 23, 2009. 

Withdrawn Rejections/Objections 

2. Applicant is notified that any outstanding rejection/objection that is not expressly 
maintained in this office action has been withdrawn or rendered moot in view of 
applicant's amendments and/or remarks. 

New Objections/Rejections 
Claim Rejections - 35 USC §112, 1 st paragraph 

3. Claim 68 and 69 are rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for a compound where t=0 and Ring A, Ring B and 
Ring D are phenyl rings, does not reasonably provide enablement for all of the other 
ring groups listed within the broad Claim 1 . The specification does not enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to 
make the invention commensurate in scope with these claims. 

The test of enablement is whether one skilled in the art could make and use the 
claimed invention from the disclosures in the application coupled with information known 
in the art without undue experimentation. (United States v. Teletronics Inc., 8 USPQ2d 
1217 (Fed. Cir. 1988)). Whether undue experimentation is needed is not based on a 
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single factor, but rather a conclusion reached by weighing many factors (See Ex parte 
Forman 230 USPQ 546 (Bd. Pat. App. & Inter. 1986) and In re Wands, 8 USPQ2d 1400 
(Fed.Cir. 1988). 

These factors include the following: 

1 ) Amount of guidance provided by Applicant. The Applicant has demonstrated 
within the application how to make several types of compounds. However, of all the 
compounds shown, very few fit into the group elected by the applicant, that of a 
compound of Formula l-B. There is only a single working example of a compound that 
fits this formula. These cannot be simply willed into existence. As was stated in Morton 
International Inc. v. Cardinal Chemical Co., 28 USPQ2d 1 190 "The specification 
purports to teach, with over fifty examples, the preparation of the claimed compounds 
with the required connectivity. However... there is no evidence that such compounds 
exist. ..the examples of the '881 patent do not produce the postulated compounds. ..there 
is. ..no evidence that such compounds even exist." The same circumstance appears to 
be true here. There is no evidence that solvates of these compounds actually exist; if 
they did, they would have formed. Hence, applicants must show that solvates can be 
made, or limit the claims accordingly. 

2) Unpredictability in the art. It is well established that "the scope of enablement 
varies inversely with the degree of unpredictability of the factors involved" and 
physiological activity is generally considered to be an unpredictable factor. (USPQ 18, 
24 (CCPA 1970). See In re Fisher, 427 F.2d 833, 839, 166. 
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3) Number of working examples. The compound core depicted with specific 
substituents represents a narrow subgenus for which applicant has provided sufficient 
guidance to make and use; however, this disclosure is not sufficient to allow 
extrapolation of the limited examples to enable the scope of the compounds instantly 
claimed or preventive agents. Applicant has provided only a single working example 
under Formula l-B and has provided no working examples of any compounds, 
compositions or pharmaceutically acceptable salts where the ring systems or variables 
are different than those mentioned above in the present application. 

Within the specification, "specific operative embodiments or examples of the 
invention must be set forth. Examples and description should be of sufficient scope as 
to justify the scope of the claims. Markush claims must be provided with support in the 
disclosure for each member of the Markush group. Where the constitution and formula 
of a chemical compound is stated only as a probability or speculation, the disclosure is 
not sufficient to support claims identifying the compound by such composition or 
formula." See MPEP 608.01 (p). 

4) Scope of the claims. The scope of the claims involves all of the thousands of 
compounds of the following formula: 
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thus, the scope of claims is very broad. 

5) Nature of the invention. The nature of this invention relates to a carboxylic 
acid derivative having antagonisitic activity against lysophosphatidic acid receptor 
(especially EDG-2 receptor) which is useful as medicament, a process for producing the 
same and the use thereof. 

6) Level of skill in the art. The artisan using Applicants invention would be a 
chemist with a Ph.D. degree, and having several years of bench experience. 

MPEP §2164.01 (a) states, "A conclusion of lack of enablement means that, 
based on the evidence regarding each of the above factors, the specification, at the 
time the application was filed, would not have taught one skilled in the art how to make 
and/or use the full scope of the claimed invention without undue experimentation. In re 
Wright, 999 F.2d 1557,1562, 27 USPQ2d 1510, 1513 (Fed. Cir. 1993)." That 
conclusion is clearly justified here that Applicant is not enabled for making these 
compounds or compositions or treating the diseases mentioned. 

4. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Double Patenting 

5. Applicant is advised that should claim 69 be found allowable, claim 70 will be 
objected to under 37 CFR 1 .75 as being a substantial duplicate thereof. When two 
claims in an application are duplicates or else are so close in content that they both 
cover the same thing, despite a slight difference in wording, it is proper after allowing 
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one claim to object to the other as being a substantial duplicate of the allowed claim. 
See MPEP § 706.03(k). 

The recitation of an intended use, chemical activity, or functional 
description of some "additional" property for a compound (or moiety/functionality 
attached to a chemical core) or a composition containing same in a dependent claim, 
must result in a tangible structural difference between the product and of the 
independent claim and the product set forth in the dependent claim. In the absence of 
said structural difference between the product of the independent claim and that of the 
dependent claim, said dependent claim is seen to be a substantial duplicate, and said 
recitation is not afforded critical weight and fails to further limit the product in said 
dependent claim. In the instant set of claims, claim 70 fails to further limit the claim to a 
composition from which it depends. They merely state an inherent property of the 
composition, that of a type of receptor antagonist. This part of the claim is given no 
patentable weight as it merely describes an "intended use" or a "functional description." 
No new matter. Appropriate correction is required. 

6. The applicants have requested that the double patenting rejection be held in 
abeyance until the claims are deemed to be in allowable condition. Examiner agrees 
that the current application is the earliest filed application and as such, the double 
patenting rejection will be withdrawn if it is the only rejection remaining. 

Conclusion 

7. Claim 68 and 69 are rejected. 

8. Claim 70 is objected. 
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9. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jeffrey H. Murray whose telephone number is 571-272- 
9023. The examiner can normally be reached on Mon.-Thurs. 7:30-6pm EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisors, James O. Wilson can be reached at 571 -272-0661 . The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Jeffrey H Murray/ /James O. Wilson/ 

Patent Examiner , Art Unit 1624 Supervisory Patent Examiner, Art Unit 1624 



